THE ORTHOPAEDIC GROUP

1444 Western Avenue . Albany, New York 12203
(518) 489-2666 .Fax (518) 489-5933

James Dougherty, M.D. ) 3 !5 Q O3 OFC 22 A O 58 Dana C. Mears, M.D., Ph.D.
Brian O'M. Quinn, M.D. Allen Carl, M.D.

Jeffrey Lozman, M.D. Paul Hospodar, M.D.

John Czajka, M.D. Barton Sachs, M.D.

Richard H. Alfred, M.D. Richard L. Uhl, M.D.

Decenmber 1, 1999
Robert J. Hedderman, M.D.

David E. Quinn, M.D.

R-Maxwell Alley, MD.  pocuments Managenment  Branch

James E. Striker, M.D.  HFA- 305

Marc D. Fuchs MD. Food & Drug Adm nistration
5,630 Fishers Lane, Rm 1061

Robert A. Cheney, MD. pockville, Mp 20852

James M. Schneider, M.D.

Richard R. Whipple, MD.TO Whom It May Concern:

Shankar [7Das M-D. ¢y submtting nmy conments regarding the regulation of

allograft tissue and allograft bone inplants which in ny

ginhe;;]aedic hands as well as in nmany of the perviewed papers show a far
Surgery superior result than using netallic inplants. Bone banks
which typically are not for profit do not have the resources
Trauma and or expertise to be able to do an FDA clinical trial. This
Fracture Care woul d significantly curtail the use of allograft bone
i mpl antation. The use of such bone is actually quite
Reconstructive beneficial for patient care. It seens as if it is nore of an
Surgery industry driven assessnent. Those who have netallic
_ inmplants are placing pressure and questioning the efficacy
;‘Jtalj Joint of allograft inplants because they would nuch rather see
eplacement such inplants go through rigorous assessnment so that there
Arthroscopy woul d be nore of a chance for industry |leaders in netal

inplants to gain an edge.
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